-
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Date: ZoTyN o) 2

7a or before

Turn on chamber control deck

Assure MGA calibration every 2 weeks (maybe every other Tuesday?)

Power source for AliCats on

PAX oxygen source on, secondary reg tape pointing out, and connected (both MGA and 02 source)

Double check fresh PAX mask/MGA connection and SpO2 finger wrap

Place PAX on plastic hangar in chamber near Subject chair

Assure new breathing filter for PFT/Pneumotach

Blanket and towels check

Privacy curtain check

8a or before - begin

v

Place Nonin sensor for SpO2 and heart rate data collection

J

Review Health History: Medical

Read through Informed Consent document

Sign informed consent

Sign investigator's affirmation

Sign Audio/Video if agreeable

Phlebotomy and blood gas analysis (everyday stay ahead of consumables and schedule for swaps)

Respirations

Weight

Height

Place H10 heart rate sensor strap with conducting gel

Place Polar watch

9a or before (Blue Chamber entry)

Place Wellue thumb SpO2 (and assure |0 also is instrumented with last 3)

e

Pneumotach heater on

Place HansR SpO2 finger sensor and finger splint w/ tape

Place chest/abdomen expansion straps

Insight program HansR software ON II]LabVIEW ON time/ certain of accurate inputs

Pneumotach PFT - noseclip on, good mouth seal, comfortable - 7 tidal, 1 full, 3 tidal

PAX mask tutorial (fit, function, emergency, MGA tubing)

Thumbs up for good, sideways for feelin' effects of hypoxia, thumb down for there's a problem/

thumbs down might suggest descend a bit

On the ride from 30k’ to 45k’, keep thumb extended per your condition, do not lift arm/stay relaxed/

do not talk unless necessary

Expansion straps = respirations. Talking, repositioning, fidgiting interferes with that signal.

Please stay still, focus on breathing slowly and relaxed.

Nonin SpO2 finger clamps in place for Subj and 10

MGAs from stdby to "on" and ready for altitude exposure

Insight and LabVIEW on (and recording) for PFT and 10k' and 14k’ SpO2 baseline

Campbell enters chamber when door opened at GL to remove SpO2 and expansion strap connectors

10 or Campbell helps fit aviator's mask/helmet

Echo bike exercise prep (comfort, orient, hr target, watts, instruction)

Echo bike exercise execution

At timepoint 55min into the 100% oxygen pre-breathe, Campbell enters chamber/

leads minimal exercise portion

At timepoint 150min, pre-breathe and exercise portion are over, prep for ascent to 30k’

At 30k’, begin 3.24LPM oxygen supply via PAX (just prior to mask swap)

Change PAX oxygen supply to 3.1LPM when SpO2 recovers to 85%

At start of descent to 35k’, PAX mask oxygen flow 2.55L

Transition to other sheet with oxygen flows per altitude



ANNEX Al
Health History Questionnaire
(completed by each participant, presented for Pl/medical monitor prior to enroliment)

SubjectiD#: Nm ¢ 3, Can B/ Age (18t1050): __ 4S5 an

Height (in): S 8" Weight (lbs): {25

nhlbi.nih.gov/heaith/educational/lose wt/BMi/bmicalc.htm BMI = 1(,6’

Circle one — 1%t class medical/@class medicaD_?Jd class medical/ no current medical ,
Flight time (hrs/wk total & if pressurized) __“~ 875 by 4=l W weelk_

Exercise regimen hrs/wk, type 2 = 3, Wetg_hﬁg ” A ﬂ*w( ,.//"'-/ //ck/-ehlw//
Are you able to run continuously for 20 minutes?[ﬂ? N Avg. pace?de minutes/mile
Diver? (hrs/wk, depth, most recent dive) f Nave ; beern Byeuvs sincc last Adive

Do you currently use tobacco? Y /[N)Type: Frequency:

Have you ever smoked/vaped? Y /@j Quit when? How long/how regularly?

Any medical/clinical respiratory condition (e.g., asthma, chronic obstructive pulmonary disease
[COPD], etc.) Lung injury/breathing illness? Y /[E When What

Do you have a history of or now have peripheral vascular/neuromuscular disease, neuropathy
(stroke/epilepsy), high blood pressure, or Raynaud’s syndrome? Y /BD

Medical or physical limitations that would preclude a decompressive experience? Y @

Have you, in the past or at present, experienced discomfort in confined spaces? Y @j

Have you donated blood, platelets or plasma in the past 30 days or have a known anemia? Y @
Do you have any of the following: respiratory ailments such as asthma or emphysema;
pregnancy; hypo/hypertension; diagnosed heart problems; chest pains, difficulty breathing;
serious bodily disability, deformity, or dismemberment; spells of severe dizziness; diabetes
requiring medication; claustrophobia; recent surgery; or any other chronic disease? Circle 1

Any chronic medical condition not listed previously? no

Taking prescribed medications? Y /@ Amount/type/reason:

Use nutrition/herbal supplement@ N Amount/type/reason: mwl4ivi Lunin / vit )3/ 2""I<j Mj
Use otc medication (e.g., Tylenol/Advil) routinely? Y /& Amount/type/reason:

Sensitive to other’s touch or uncomfortable in enclosed environments? Y

Please list any other comments regarding your medical history that might affect your ability to
participate in this protocol.

Al



ANNEX A2
PRE-flight Subject Exam and Instructions
(Completed morning of Subject experimentation after informed consent for confirmation of
Subject qualification to participate)

Subject ID#: _Am ¢ 3y Caanm ¢ 'y Age(18t050):___k(§w

4 DAYS BEFORE CHAMBER FLIGHT

1) Review informed consent and OFQOS protocol documents

2) Avoid gas-producing foods (beans, spicy foods, etc.) for at least 3 days prior to
experimentation. Each Subject knows his/her own gastrointestinal fortitude — Do not exceed.
If you do exceed, then report and postpone. Let someone else attend that day.

3) Limit alcohol for 3 days prior to chamber flight. Dehydration will undoubtedly occur. Do not
further contribute to this impending dehydration.

4) No self-medication for flu, cold, etc. If you become ill, piease inform the contract company
(employer), that will in turn notify the government immediately upon discovery of symptomes.
5) No diving for 72 hours prior to hypobaric chamber exposure.

6) Get a good night’s rest prior to participation.

7) Limit cardiovascular exercise for 12 hours prior, resistance training 4 days prior and do not
perform exercise that is not part of your regular routine for 2 weeks prior.

8) Begin to ween yourself off caffeine at least one week prior to participation.

DAY OF CHAMBER FLIGHT (checklist)

1) Once again, no self-medication for flu, cold, etc. If you become ill, please inform your
employer immediately upon discovery of symptoms.

2) No or very low caffeine intake as it is a vasoconstrictor and dehydrating agent. If a headache
is expected with no consumption, then take as little as possible to avoid a headache.

3) Eat a breakfast low in fats and protein. Cereal, pancakes, waffles, toast are suggested with
no butter or syrup. High triglyceride (fats) blood levels are known to interfere with hematocrit
tests. Sorbitol, fructose, raffinose (carbohydrate found in beans) all increase the incidence of
gas production, so please try to avoid.

4) Avoid exercise that is not protocol-related.

5) Use the restroom before entering hypobaric chamber. This will limit experimentation
interruptions to use the urinal/potty in the hypobaric chamber.

6) Wear comfortable clothing. Females are suggested to wear a sports bra. Sensor placement
may demand optimal access to skin on the upper torso.

7) Wear comfortable tennis shoes that do not stink. Shower using deodorant soap to wash
every square inch of your body before arrival. You will be in a confined space. Respect others
and save yourself the hours of discomfort.

8) BE ON TIME, please!

9) Reiteration - if you must cancel for any reason, please spread the word immediately to your
employer. Many people prepare for one Subject’s participation. Notification 24 hours prior or
sooner is requested.




STAT Profile PrimePlus

Physical Qualification/Inclusion Criteria

Het (2220ef8t): _ 42 Hgb (23%%): '“ 2 sp02(>94): 99 % restHR: LA bpm
Resp: |6. € /min  Temperature (< 100.0) : Q¢ Sdeg F

Height: 4% " Weight: (79 |bs BMI(<40): Z&.o v

Present your 3™ class or greater medical certificate for record of validity and non-expired
status. GT@/ N

Non—smoke‘r/non-vaperé{;f N

History of injury (sports, hobby, accident)? L bl N o

Location L1 _ba . [+ 1 ¢Pain level peeT A Frequency
Location Pain level Frequency
Location Pain level Frequency

Exclusion Criteria review (all “NO” answers get a pass on the day of experimentation)

Facial hair? (ﬁ\r\

Any cold, acute upper respiratory infection (URI), or respiratory issue within two (2) weeks prior
to study participation Y JAND

Not able to exercise at the marathon pace level for 15 minutes? Y /@D

Personal items with you? Y / N>

Currently taking any medication or drug which may impair physical or cognitive activity, or
which precludes the operation of heavy machinery/driving? Y / @)

Additional questions ‘
Have you taken any medications/(:ex/fl%j;éYalcohol within 24 hrs prio@j}? N

Amountand Type: ( c<.g CoTALT Reason:
Recent illness? Y / & Symptoms/Severity 1-5/days? Recover Y/N

# of hours slept last night? __ ¢ Do you feel well rested/was sleep sufficient? ¥} N

Full Panel
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Investigator
Principal Investigator:

I have fully explained this study to the subject or his/her representative to the best of my ability. As a
representative of this study, | have explained the purpose, the procedures, the possible benefits and
risks that are involved in this research study. | have answered the subject’s questions to his/her
satisfaction before requesting the signature(s) above. | confirm that the individual has not been coerced
into giving consent, and the consent has been given freely and voluntarily. There are no blanks in this
document. A copy of this form has been given to the subject or his/her representative.

—_7

JAMG{ E/ C'/*J\N‘ S"-M
D

Printed name of Principal Investigator or designee

h
\ ¢ N
_j) - g/ N S — |8 hp~ 222C 067t

-

SQatyire of Principal Investigator or designee Date Time

i

Tor AML3( Canx ¥\
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OF0S 000 for AM631 Pl sub; PM LR Can T T

Date: 72 o1 s~ o 2s

7a or before

0SS

Turn on chamber control deck

Assure MGA calibration every 2 weeks (maybe every other Tuesday?)

Power source for AliCats on

PAX oxygen source on, secondary reg tape pointing out, and connected (both MGA and 02 source)

Double check fresh PAX mask/MGA connection and SpO2 finger wrap

Place PAX on plastic hangar in chamber near Subject chair

Assure new breathing filter for PFT/Pneumotach

Blanket and towels check

Privacy curtain check

8g-or before - begin
v

Place Nonin sensor for SpO2 and heart rate data collection

Review Health History: Medical

Read through Informed Consent document

tSign informed consent

Sign investigator's affirmation

Sign Audio/Video if agreeable

Phlebotomy and blood gas analysis (everyday stay ahead of consumables and schedule for swaps)

Respirations

Weight

Height

Place H10 heart rate sensor strap with conducting gel

Place Polar watch

9a oy before (Blue Chamber entry)

/

Place Wellue thumb SpO2 (and assure 10 also is instrumented with last 3)

v

Pneumotach heater on

por

Place HansR SpO2 finger sensor and finger splint w/ tape

Place chest/abdomen expansion straps

Insight program HansR software ON ELabVIEW ON time/ certain of accurate inputs

Pneumotach PFT - noseclip on, good mouth seal, comfortable - 7 tidal, 1 full, 3 tidal

v
—
V4

PAX mask tutorial (fit, function, emergency, MGA tubing)

B

Thumbs up for good, sideways for feelin' effects of hypoxia, thumb down for there's a problem/

thumbs down might suggest descend a bit

On the ride from 30k’ to 45k’, keep thumb extended per your condition, do not lift arm/stay relaxed/

do not talk unless necessary

Expansion straps = respirations. Talking, repositioning, fidgiting interferes with that signal.

Please stay still, focus on breathing slowly and relaxed.

Nonin SpO2 finger clamps in place for Subj and 10

MGAs from stdby to "on" and ready for altitude exposure

Fligh

42 ot
: S+ b
LadVie S-tsal {

v

Insight and LabVIEW on (and recording) for PFT and 10k’ and 14k’ SpO2 baseline VS P L+ Skartea

N

Campbell enters chamber when door opened at GL to remove Sp0O2 and expansion strap connectors - e Nl bn »—rm,.d X

v

10 or Campbell helps fit aviator's mask/helmet St

Echo bike exercise prep (comfort, orient, hr target, watts, instruction) (7 ne B

4 i

Echo bike exercise execution SWow iag a

d N

At timepoint 55min into the 100% oxygen pre-breathe, Campbell enters chamber/

A ,
leads minimal exercise portion Z Ne anal of MR Av

N

At timepoint 150min, pre-breathe and exercise portion are over, prep for ascent to 30k’

J .
At 30k', begin 3.24LPM oxygen supply via PAX (just prior to mask swap) 3 = g l<x Q TR PN An-f
Change PAX oxygen supply to 3.1LPM when SpO2 recovers to 85% =

At start of descent to 35k', PAX mask oxygen flow 2.55L

Transition to other sheet with oxygen flows per altitude



ANNEX A1
Health History Questionnaire
(completed by each participant, presented for PI/medical monitor prior to enrollment)

Subject ID#: _AM 3L Sami ¥ 2 Age (18t050):  _BL- Z77 e
Height (in): __ 32" Weight (Ibs): _ 2¢O 1bs
nhlbi.nih.gov/health/educational/lose wt/BMI/bmicalc.htm BMI = v é‘

L Circle one{iﬁa’a's:s_nWZpd class medical/ 3" class medical/ no current medical
Flight tlme(h\rs[ml & if pressurized) “TOT: S0 Wwis /weey  (5-10)
Exercise regimen hrs/wk, type_ > Do\\/ﬂ £ G Wawrs /[ Week
Are you able to run continuously for 20 minutes@/ N Avg. pace? 7 minutes/mile
Diver? (hrs/wk, depth, most recent dive) N/A

Do you currently use tobacco? Y /(N)Type: Frequency:

Have you ever smoked/vaped?Y / Quit when? How long/how regularly?

Any medical/clinical respiratory condition (e.g., asthma, chronic obstructive pulmonary disease
[COPD], etc.) Lung injury/breathing iliness? Y@When What

Do you have a history of or now have peripheral vascular/neuromuscular disease, neuropathy
(stroke/epilepsy), high blood pressure, or Raynaud’s syndrome? Y /@

Medical or physical limitations that would preclude a decompressive experience? Y

Have you, in the past or at present, experienced discomfort in confined spaces? Y

Have you donated blood, platelets or plasma in the past 30 days or have a known anemia? Y /@
Do you have any of the following: respiratory ailments such as asthma or emphysema;
pregnancy; hypo/hypertension; diagnosed heart problems; chest pains, difficulty breathing;
serious bodily disability, deformity, or dismemberment; spells of severe dizziness; diabetes
requiring medication; claustrophobia; recent surgery; or any other chronic disease? Circle 1
Any chronic medical condition not listed previously? N /A

Taking prescribed medications? Y @ Amount/type/reason:

Use nutrition/herbal supplement? Y [ N) Amount/type/reason:

Use otc medication (e.g., Tylenol/Advil) routinely? Y@ Amount/type/reason:

Sensitive to other’s touch or uncomfortable in enclosed environments? Y @

Please list any other comments regarding your medical history that might affect your ability to
participate in this protocol.

Al



ANNEX A2
PRE-flight Subject Exam and Instructions
(Completed morning of Subject experimentation after informed consent for confirmation of
Subject qualification to participate)

» #
Subject ID #: Qs/\“ G2t Cxmn e Age (18 to 50): {4

4 DAYS BEFORE CHAMBER FLIGHT

1) Review informed consent and OFOS protocol documents

2) Avoid gas-producing foods (beans, spicy foods, etc.) for at least 3 days prior to
experimentation. Each Subject knows his/her own gastrointestinal fortitude — Do not exceed.
If you do exceed, then report and postpone. Let someone else attend that day.

3) Limit alcohol for 3 days prior to chamber flight. Dehydration will undoubtedly occur. Do not
further contribute to this impending dehydration.

4) No self-medication for flu, cold, etc. If you become ill, please inform the contract company
(employer), that will in turn notify the government immediately upon discovery of symptoms.
5) No diving for 72 hours prior to hypobaric chamber exposure.

6) Get a good night’s rest prior to participation.

7) Limit cardiovascular exercise for 12 hours prior, resistance training 4 days prior and do not
perform exercise that is not part of your regular routine for 2 weeks prior.

8) Begin to ween yourself off caffeine at least one week prior to participation.

DAY OF CHAMBER FLIGHT (checklist)

1) Once again, no self-medication for flu, cold, etc. If you become ill, please inform your
employer immediately upon discovery of symptoms.

2) No or very low caffeine intake as it is a vasoconstrictor and dehydrating agent. If a headache
is expected with no consumption, then take as little as possible to avoid a headache.

3) Eat a breakfast low in fats and protein. Cereal, pancakes, waffles, toast are suggested with
no butter or syrup. High triglyceride (fats) blood levels are known to interfere with hematocrit
tests. Sorbitol, fructose, raffinose (carbohydrate found in beans) all increase the incidence of
gas production, so please try to avoid.

4) Avoid exercise that is not protocol-related.

5) Use the restroom before entering hypobaric chamber. This will limit experimentation
interruptions to use the urinal/potty in the hypobaric chamber.

6) Wear comfortable clothing. Females are suggested to wear a sports bra. Sensor placement
may demand optimal access to skin on the upper torso.

7) Wear comfortable tennis shoes that do not stink. Shower using deodorant soap to wash
every square inch of your body before arrival. You will be in a confined space. Respect others
and save yourself the hours of discomfort.

8) BE ON TIME, please!

9) Reiteration - if you must cancel for any reason, please spread the word immediately to your
employer. Many people prepare for one Subject’s participation. Notification 24 hours prior or
sooner is requested.




STAT Profile PrimePlus

Full Panel
Blood Results

Physical Qualification/Inclusion Criteria

Het (>12.0g/dl): 5% Hgb (»37%): 2.9 spo2 (>94): 9 9% rest HR: L1 ppm
Resp: 3 /min  Temperature (< 100.0) : 9kA deg F

Height: 771 ”  Weight: 1 99 lbs BMI (<40):

Present your 3™ class or greater medical certificate for record of validity and non-expired
status. GTGY/ N

Non-smoker/non-vaper? Y /N )
History of injury (sports, hobby, accident)? / ANad A

Location Pain level Frequency
Location Pain level Frequency
Location Pain level Frequency

Exclusion Criteria review (all “NO” answers get a pass on the day of experimentation)

Facial hair? Y / N2

Any cold, acute upper respiratory infection (URI), or respiratory issue within two (2) weeks prior
to study participation Y /@

Not able to exercise at the marathon pace level for 15 minutes?Z¥-/ N

Personal items with you? Y /N

Currently taking any medication or drug which may impair physical or cognitive activity, or
which precludes the operation of heavy machinery/driving? Y /&’

Additional questions
Have you taken any medications/caffeine/alcohol within 24 hrs prior? W/ N~ <A (2 wry

Amount and Type: V& & Reason:
Recent illness? Y /@ymptomS/Severity 1-5/days? Recover Y/N
/

# of hours slept last night? _& -> Do you feel well rested/was sleep sufficient@\l
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Investigator
Principal Investigator:

I have fully explained this study to the subject or his/her representative to the best of my ability. As a
representative of this study, | have explained the purpose, the procedures, the possible benefits and
risks that are involved in this research study. | have answered the subject’s questions to his/her
satisfaction before requesting the signature(s) above. | confirm that the individual has not been coerced
into giving consent, and the consent has been given freely and voluntarily. There are no blanks in this
document. A copy of this form has been given to the subject or his/her representative.

i
J/twwz} (/:»mn“*t_“

a3

Printed name of Principal Investigator or designee

(

/g\(_ L . C \'?,{NPRZ_G"NY

Sig@re of Principal Investigator or designee Date Time
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OF0S 000 for AM631 Pl subi; AMG31I Canny 3

Date: 28 w&aPr. 2025

7a or before

v/

Turn on chamber control deck
Assure MGA calibration every 2 weeks (maybe every other Tuesday?)
Power source for AliCats on

v

PAX oxygen source on, secondary reg tape pointing out, and connected (both MGA and 02 source)

Double check fresh PAX mask/MGA connection and SpO2 finger wrap

Place PAX on plastic hangar in chamber near Subject chair

Assure new breathing filter for PFT/Pneumotach

TS

Blanket and towels check

Privacy curtain check R

8a or before - begin

v

Place Nonin sensor for Sp0O2 and heart rate data collection

« |Review Health History: Medical

VA

Read through Informed Consent document
Sign informed consent

q

Sign investigator's affirmation

v
4

Sign Audio/Video if agreeable

v

Phlebotomy and blood gas analysis (everyday stay ahead of consumables and schedule for swaps)

v

Respirations

-

Weight

> 4

Height

N9 N

Place H10 heart rate sensor strap with conducting gel

v

Place Polar watch

9a or before (Blue Chamber entry)

M.

L

>4 _|Place Wellue thumb SpO2 (and assure 10 also is instrumented with last 3)
o |Pneumotach heater on
4 Place HansR SpO2 finger sensor and finger splint w/ tape
J Place chest/abdomen expansion straps
4 _|Insight program HansR software ON ELabVIEW ON time/ certain of accurate inputs
v |Pneumotach PFT - noseclip on, good mouth seal, comfortable - 7 tidal, 1 full, 3 tidal
‘ PAX mask tutorial (fit, function, emergency, MGA tubing)
Thumbs up for good, sideways for feelin' effects of hypoxia, thumb down for there's a problem/
& thumbs down might suggest descend a bit
v 4 On the ride from 30k’ to 45k’, keep thumb extended per your condition, do not lift arm/stay relaxed/
do not talk unless necessary
¢ |Expansion straps = respirations. Talking, repositioning, fidgiting interferes with that signal.
) Please stay still, focus on breathing slowly and relaxed.
g Nonin SpO2 finger clamps in place for Subj and 10
MGAs from stdby to "on" and ready for altitude exposure
Fligh

Insight and LabVIEW on (and recording) for PFT and 10k' and 14k' SpO2 baseline

Campbell enters chamber when door opened at GL to remove SpO2 and expansion strap connectors

<

10 or Campbell helps fit aviator's mask/helmet

Echo bike exercise prep (comfort, orient, hr target, watts, instruction)

Echo bike exercise execution

At timepoint 55min into the 100% oxygen pre-breathe, Campbell enters chamber/
leads minimal exercise portion

At timepoint 150min, pre-breathe and exercise portion are over, prep for ascent to 30k’

At 30k’, begin 3.24LPM oxygen supply via PAX (just prior to mask swap)

< N
< <L K]k

Change PAX oxygen supply to 3.1LPM when SpO2 recovers to 85%
At start of descent to 35k, PAX mask oxygen flow 2.55L

Transition to other sheet with oxygen flows per altitude



ANNEX Al
Health History Questionnaire
(completed by each participant, presented for PI/medical monitor prior to enroliment)

# _
Subject ID#: P G 3 Cam¢™3 Age (18 to 50): </
Height (in): _ 73" Weight (Ibs): _Z70
nhlbi.nih.gov/health/educational/lose wt/BMI/bmicalc.htm BMI=__ 22

Circle on%@ 2"d class medical/ 3™ class medical/ no current medical
Flight time (hrs/wk total & if pressurized) 2/ las#t ioeek

Exercise regimen hrs/wk, type 5- ¢ /v:/ wce o

Are you able to run continuously for 20 minute@/ N Avg. pace? /o minutes/mile
Diver? (hrs/wk, depth, most recent dive) _a»

Do you currently use tobacco? Y /N) Type: Frequency:

Have you ever smoked/vaped? Y/ N\ Quit when? How long/how regularly?

Any medical/clinical respiratory condition (e.g., asthma, chronic obstructive pulmonary disease
[COPD], etc.) Lung injury/breathing illness? Y/@ When What

Do you have a history of or now have peripheral vascular/neuromuscular disease, neuropathy
(stroke/epilepsy), high blood pressure, or Raynaud’s syndrome? Y @

Medical or physical limitations that would preclude a decompressive experience? Y /@p

Have you, in the past or at present, experienced discomfort in confined spaces? Y /@l)

Have you donated blood, platelets or plasma in the past 30 days or have a known anemia? Y /(ﬂ)
Do you have any of the following: respiratory ailments such as asthma or emphysema;
pregnancy; hypo/hypertension; diagnosed heart problems; chest pains, difficulty breathing;
serious bodily disability, deformity, or dismemberment; spells of severe dizziness; diabetes
requiring medication; claustrophobia; recent surgery; or any other chronic disease? Circle 1

Any chronic medical condition not listed previously?
Taking prescribed medications? Y ﬁl Amount/type/reason:

Use nutrition/herbal supplement? Y /@ Amount/type/reason:

Use otc medication (e.g., Tylenol/Advil) routinely? Y /@ Amount/type/reason:

Sensitive to other’s touch or uncomfortable in enclosed environments? Y /,

Please list any other comments regarding your medical history that might affect your ability to
participate in this protocol.

Al



ANNEX A2
PRE-flight Subject Exam and Instructions
(Completed morning of Subject experimentation after informed consent for confirmation of
Subject qualification to participate)

Subject ID #: AM 31 CAhn,, 43 Age (18 to 50):__"(‘—

4 DAYS BEFORE CHAMBER FLIGHT

1) Review informed consent and OFOS protocol documents

2) Avoid gas-producing foods (beans, spicy foods, etc.) for at least 3 days prior to
experimentation. Each Subject knows his/her own gastrointestinal fortitude — Do not exceed.
If you do exceed, then report and postpone. Let someone else attend that day.

3) Limit alcohol for 3 days prior to chamber flight. Dehydration will undoubtedly occur. Do not
further contribute to this impending dehydration.

4) No self-medication for flu, cold, etc. If you become ill, please inform the contract company
(employer), that will in turn notify the government immediately upon discovery of symptoms.
5) No diving for 72 hours prior to hypobaric chamber exposure.

6) Get a good night’s rest prior to participation.

7) Limit cardiovascular exercise for 12 hours prior, resistance training 4 days prior and do not
perform exercise that is not part of your regular routine for 2 weeks prior.

8) Begin to ween yourself off caffeine at least one week prior to participation.

DAY OF CHAMBER FLIGHT (checklist)

1) Once again, no self-medication for flu, cold, etc. If you become ill, please inform your
employer immediately upon discovery of symptoms.

2) No or very low caffeine intake as it is a vasoconstrictor and dehydrating agent. If a headache
is expected with no consumption, then take as little as possible to avoid a headache.

3) Eat a breakfast low in fats and protein. Cereal, pancakes, waffles, toast are suggested with
no butter or syrup. High triglyceride (fats) blood levels are known to interfere with hematocrit
tests. Sorbitol, fructose, raffinose (carbohydrate found in beans) all increase the incidence of
gas production, so please try to avoid.

4) Avoid exercise that is not protocol-related.

5) Use the restroom before entering hypobaric chamber. This will limit experimentation
interruptions to use the urinal/potty in the hypobaric chamber.

6) Wear comfortable clothing. Females are suggested to wear a sports bra. Sensor placement
may demand optimal access to skin on the upper torso.

7) Wear comfortable tennis shoes that do not stink. Shower using deodorant soap to wash
every square inch of your body before arrival. You will be in a confined space. Respect others
and save yourself the hours of discomfort.

8) BE ON TIME, please!

9) Reiteration - if you must cancel for any reason, please spread the word immediately to your
employer. Many people prepare for one Subject’s participation. Notification 24 hours prior or
sooner is requested.
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STAT Profile PrimePlus

Full Panel

Physical Qualification/Inclusion Criteria

Resp: & /min
Height: /3% " Weight:

Z44  |bs BMI(<40):

v

Prese class or greater medical certificate for record of validity and non-expired
statuN :

Non-smoker/non-vaper@/ N

History of injury (sports, hobby, accident)? Mo~

Location
Location

Location

Pain level Frequency
Pain level Frequency
Pain level Frequency

9 Hct (>12.0g/dl): ' 1.V Hgb (> 37%): __5-0_ Sp02 (> 94): SL% rest HR: 33_ bpm
Temperature (< 100.0) :95.Tdeg F

Exclusion Criteria review (all “NO” answers get a pass on the day of experimentation)

Facial hair? Y @

Any cold, acute upper respiratory infection (URI), or respiratory issue within two (2) weeks prior

to study participation Y /

Not able to exercise at the marathon pace level for 15 minutes@/ N

Personal items with you? Y

Currently taking any medication or drug which may impair physical or cognitive activity, or

which precludes the operation of heavy machinery/driving? Y /&)

Additional questions

Have you taken any medications/caffeine/alcohol within 24 hrs prior? Y / IQ)

Amount and Type:
Recent illness? Y @Sympto

# of hours slept last night?
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Recover Y/N

?)s/Severity 1-5/days?

Calculated

Do you feel well rested/was sleep sufficient?CY}/ N

[ e e g |
PO T - =)
=222 0BT LI
ClE EEEJIEE
AEEEEEEEE
® o) 0
3 @ = N o w0
DR R e B
Sl -~ NN N©ON~NBo o~

o)

52,085 8 &
- . s
71 Q =
4mmmoqq S < _ Q3
Hoow T OO« s &

mmol/L
mmol/L
mmol/L
mol/mol

1.23
0.82
12.8

nCa

nMg

Gap(K)

nCa/nMg



AMCA(CAnY * 3

Investigator
Principal Investigator:

I have fully explained this study to the subject or his/her representative to the best of my ability. As a
representative of this study, | have explained the purpose, the procedures, the possible benefits and
risks that are involved in this research study. | have answered the subject’s questions to his/her
satisfaction before requesting the signature(s) above. | confirm that the individual has not been coerced
into giving consent, and the consent has been given freely and voluntarily. There are no blanks in this
document. A copy of this form has been given to the subject or his/her representative.

——
_d Arma s Caw'lp&m “

Printed name of Principal Investigator or designee

S CA 28 Apr 215 OB 15

/)
Se of Principal Investigator or designee Date Time
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TEST 4 5 SteppmeS

é'l Enr Cl»ﬁc,((

OFOS 000 for AM631 PI sub: AM L3 Casmc™ Y
Date: Z o2 s~ 25 /o 2
7a or before
v Turn on chamber control deck
Assure MGA calibration every 2 weeks (maybe every other Tuesday?)

v Power source for AliCats on

../ |PAX oxygen source on, secondary reg tape pointing out, and connected (both MGA and 02 source)
v Double check fresh PAX mask/MGA connection and SpO2 finger wrap

" |Place PAX on plastic hangar in chamber near Subject chair

\/ Assure new breathing filter for PFT/Pneumotach
\/ |Blanket and towels check

v Privacy curtain check

8a or before - begin

v Place Nonin sensor for Sp02 and heart rate data collection

« Review Health History: Medical

Read through Informed Consent document

+” |Sign informed consent

Sign investigator's affirmation

+|Sign Audio/Video if agreeable

v |Respirations

v
|
/V/, Phlebotomy and blood gas analysis (everyday stay ahead of consumables and schedule for swaps)
v

Weight

¥ |Height

& Place H10 heart rate sensor strap with conducting gel

/" |Place Polar watch

9a or before (Blue Chamber entry)

s Place Wellue thumb SpO2 (and assure 10 also is instrumented with last 3)

" |Pneumotach heater on

v Place HansR SpO2 finger sensor and finger splint w/ tape

.//|Place chest/abdomen expansion straps

v Insight program HansR software ON LabVIEW ON time/ certain of accurate inputs
Vo Pneumotach PFT - noseclip on, good mouth seal, comfortable - 7 tidal, 1 full, 3 tidal
PAX mask tutorial (fit, function, emergency, MGA tubing)
v

Thumbs up for good, sideways for feelin' effects of hypoxia, thumb down for there's a problem/

thumbs down might suggest descend a bit

~" |On the ride from 30k’ to 45k’, keep thumb extended per your condition, do not lift arm/stay relaxed/

do not talk unless necessary

\

Expansion straps = respirations. Talking, repositioning, fidgiting interferes with that signal.

Please stay still, focus on breathing slowly and relaxed.

Nonin SpO2 finger clamps in place for Subj and 10

A~ |MGASs from stdby to "on" and ready for altitude exposure

Flight
N Insight and LabVIEW on (and recording) for PFT and 10k’ and 14k’ SpO2 baseline
P Campbell enters chamber when door opened at GL to remove SpO2 and expansion strap connectors
v 10 or Campbell helps fit aviator's mask/helmet
v |Echo bike exercise prep (comfort, orient, hr target, watts, instruction)
- | ——Echobikeexercise execution —_—
At timepoint 55min into the 100% oxygen pre-breathe, Campbell enters chamber/
leads minimal exercise portion

At timepoint 150min, pre-breathe and exercise portion are over, prep for ascent to 30k’ S‘\-' ‘54

At 30k', begin 3.24LPM oxygen supply via PAX (just prior to mask swap)

Change PAX oxygen supply to 3.1LPM when SpO2 recovers to 85%

At start of descent to 35k', PAX mask oxygen flow 2.55L

Transition to other sheet with oxygen flows per altitude

Cance (e
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ANNEX Al
Health History Questionnaire
(completed by each participant, presented for Pi/medical monitor prior to enrollment)

=
Subject ID#: A M 631 Ca m % Age (18to50): 7z« &
Height (in): _ S Y " Weight (lbs): __| 2
nhibinih.gov/health/educational/lose wit/BM/bmicalc.htm BMi= v

Circle one — 1%t class medical/ 2™ class medical/ 3" class medical/ no current medical

Flight time (Fg’wk total & if pressurized) __ 7 ¢ o

Exercise regimen hrs/wk, type Z ‘A S

Are you able to run continuously for éO minutes? @N Avg. pace? \ minutes/mile
Diver? (hrs/wk, depth, most recent dive)
Do you currently use tobacco? Y { Type: Frequency:
Have you ever smoked/vaped? Y / Quit when? How long/how regulariy?

Any medical/clinical respiratory condition {e.g., asthma, chronic obstructive pulmonary disease
[COPD], etc.) Lung injury/breathing illness? Y /C@ When What
Do you have a history of or now have peripheral vascular/neuromuscular disease, neuropathy
(stroke/epilepsy), high blood pressure, or Raynaud’s syndrome? Y

Medical or physical limitations that would preclude a decompressive experience? Y /@

Have you, in the past or at present, experienced discomfort in confined spaces? Y @ "
Have you donated blood, platelets or plasma in the past 30 days or have a known anemia? Y / &)
Do you have any of the following: respiratory ailments such as asthma or emphysema;
pregnancy; hypo/hypertension; diagnosed heart problems; chest pains, difficulty breathing;
serious bodily disability, deformity, or dismemberment; spells of severe dizziness; diabetes
requiring medication; claustrophobia; recent surgery; or any other chronic disease? Circle 1

Any chronic medical condition not listed previously?
Taking prescribed medications? Y /@ Amount/type/reason:

Use nutrition/herbal supplement? Y /N/ Amount/type/reason:

Use otc medication {e.g., Tylenol/Advil) routinely? Y / @ Amount/type/reason:

Sensitive to other’s touch or uncomfortable in enclosed environments? Y

Please list any other comments regarding your medical history that might affect your ability to
participate in this protocol.

Al



ANNEX A2
PRE-flight Subject Exam and Instructions
(Completed morning of Subject experimentation after informed consent for confirmation of
Subject qualification to participate)

Subject ID #: Ames Camt 4 Age (18t050):  ZZ

4 DAYS BEFORE CHAMBER FLIGHT

1) Review informed consent and OFOS protocol documents

2) Avoid gas-producing foods (beans, spicy foods, etc.) for at least 3 days prior to
experimentation. Each Subject knows his/her own gastrointestinal fortitude — Do not exceed.
If you do exceed, then report and postpone. Let someone else attend that day.

3) Limit alcohol for 3 days prior to chamber flight. Dehydration will undoubtedly occur. Do not
further contribute to this impending dehydration.

4) No self-medication for flu, cold, etc. If you become ill, piease inform the contract company
(employer), that will in turn notify the government immediately upon discovery of symptomes.
5) No diving for 72 hours prior to hypobaric chamber exposure.

6) Get a good night’s rest prior to participation.

7) Limit cardiovascular exercise for 12 hours prior, resistance training 4 days prior and do not
perform exercise that is not part of your regular routine for 2 weeks prior.

8) Begin to ween yourself off caffeine at least one week prior to participation.

DAY OF CHAMBER FLIGHT (checklist)

1) Once again, no self-medication for flu, cold, etc. If you become ill, please inform your
employer immediately upon discovery of symptoms.

2) No or very low caffeine intake as it is a vasoconstrictor and dehydrating agent. If a headache
is expected with no consumption, then take as little as possible to avoid a headache.

3) Eat a breakfast low in fats and protein. Cereal, pancakes, waffles, toast are suggested with
no butter or syrup. High triglyceride (fats) blood levels are known to interfere with hematocrit
tests. Sorbitol, fructose, raffinose (carbohydrate found in beans) all increase the incidence of
gas production, so please try to avoid.

4) Avoid exercise that is not protocol-related.

5) Use the restroom before entering hypobaric chamber. This will limit experimentation
interruptions to use the urinal/potty in the hypobaric chamber.

6) Wear comfortable clothing. Females are suggested to wear a sports bra. Sensor placement
may demand optimal access to skin on the upper torso.

7) Wear comfortable tennis shoes that do not stink. Shower using deodorant soap to wash
every square inch of your body before arrival. You will be in a confined space. Respect others
and save yourself the hours of discomfort.

8) BE ON TIME, please!

9) Reiteration - if you must cancel for any reason, please spread the word immediately to your
employer. Many people prepare for one Subject’s participation. Notification 24 hours prior or
sooner is requested.




Physical Qualification/Inclusion Criterid_, _
et $12.0g/dl): 46 HeB>37%) b @ spo2(>94): 98 % resthr: |1 bpm
gsp: _Z /min  Temperature (< 100.0) : §7.1deg F
eight: S5 7 Weight: "t (__Ibs BMI (< 40): vd

\%:Iresent your 3™ class or greater medical certificate for record of validity and non-expired

status. GTC@ N

Non-smoker/non—vaper?@/ N

History of injury (sports, hobby, accident)? VAl o

Location Pain level Frequency
Location Pain level Frequency
Location Pain level Frequency

Exclusion Criteria review (all “NO” answers get a pass on the day of experimentation)

Facial hair? Y A0V

Any cold, acute upper respiratory infection (URI), or respiratory issue within two (2) weeks prior
to study participation Y / &/

Not able to exercise at the marathon pace level for 15 minutes?@/ N

Personal items with you? Y AN>D

Currently taking any medication or drug which may impair physical or cognitive activity, or
which precludes the operation of heavy machinery/driving? Y /@

Additional questions
Have you taken any medications/caffeine/alcohol within 24 hrs prior? Y / @
Amount and Type: — Reason:

J : ,f WP ‘-’q_
Recent illnessYY N Symptoms/Severity 1-5/days? _ S <~ ¢ u—v.i ' Recover Y/N
# of hours slept last night? _ ™1 Do you feel well rested/was sleep sufficient?(Y) N
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Investigator
Principal Investigator:

I have fully explained this study to the subject or his/her representative to the best of my ability. As a
representative of this study, | have explained the purpose, the procedures, the possible benefits and
risks that are involved in this research study. | have answered the subject’s questions to his/her
satisfaction before requesting the signature(s) above. | confirm that the individual has not been coerced
into giving consent, and the consent has been given freely and voluntarily. There are no blanks in this
document. A copy of this form has been given to the subject or his/her representative.

—

. A A C‘*\v\fb'&-m—(l

Printed name of Principal Investigator or designee

iC’\/\/\»\ Zo§ M';""{ oT Cﬁ_ﬁ(

anature of Principal Investigator or designee Date Time




